This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study design
The study was a double-blind, randomised controlled trial. Randomisation was performed according to centrally prepared randomisation lists. No further details on the methods of randomisation or blinding were provided. The study was conducted in general practices in the greater Glasgow area of Scotland, UK. The duration of follow-up was 24 weeks. Assessments were performed at baseline and at weeks 1, 2, 4, 6, 8, 12, 16 and 24, or on premature withdrawal. Twenty patients were excluded from the analysis: 6 from the mirtazapine group and 14 from the paroxetine group. This was due to loss to follow up, drop outs, discontinuation of treatment effectiveness, one hospitalisation and one nonfulfilment of the study criteria.
Analysis of effectiveness
The effectiveness analysis was based on patients for whom data were available. The primary health outcome was the change from baseline on the 17-HAMD. The primary measure was also expressed as the number of patients classed as HAMD responders (i.e. patients with a 50% decrease in the 17-HAMD score from baseline to the assessment point). A secondary outcome also used in the economic study was the improvement in quality of life, as assessed using the Quality of Life in Depression Scale (QLDS). The patient groups were comparable in the majority of demographic characteristics. There were no significant differences in baseline characteristics between the sub-group included in the economic analysis and those patients excluded. It was not reported whether any adjustments for confounding factors were made.
Effectiveness results
The group, mean 17-HAMD scores decreased from baseline at all assessment points in both treatment groups.
At all assessments, with the exception of week 8, the magnitude of reduction was greater for the mirtazapine group. It reached statistical significance over paroxetine at weeks 1, 2 and 4.
The number of HAMD responders at the 24-week end point was 59 (63%) in the mirtazapine group and 47 (56%) in the paroxetine group, (p=0.31).
The change in QLDS score from baseline to the 24-week end point was 13 in the mirtazapine group and 9 in the paroxetine group, (p=0.021).
